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RESPONSE TO RESTRICTION REQUIREMENT 

Assistant Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

In complete response to the Official Action dated December 9, 1999, requiring 
restriction pursuant to 35 U.S.C. §§ 121 and 372, Applicants offer the following reply. 

Applicants provisionally elect with traverse to prosecute the invention of Group II, 
claims 6-14, drawn to methods of using the pharmaceutical composition. It is noted that 
Group II should begin with claim 6 rather than claim 7, as identified in the Official Action. 

Applicants respectfully submit that unity of invention exists at the very least with 
respect to Groups I and II identified by the Examiner. In accordance with 37 C.F.R. § 
1.475(b)(2), unity of invention exists in a national stage application if the claims are drawn 
to the combination of a "product and a process of use of said product. " Since the Group I 
claims recite a pharmaceutical composition and the Group II claims recite a method of 
using same, unity of invention exists under § 1.475(b)(2). 
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In accordance with § 1.475(a), unity of invention exits if the inventions are "linked 
as to form a single general inventive concept. " The requirement of unity of invention is 
said to be met "when there is a technical relationship among those inventions involving one 
or more of the same technical features" which is said to define the contribution of the 
claimed invention over the prior art. In the instant application, the technical feature which 
links the composition and method of use claims is "a substance that acts on the natriuretic 
peptide receptor, guanylyl cyclase A, and is able to accelerate production of cyclic 
guanosine monophosphate is a natriuretic peptide." 

Both the composition and method claims recite the use of such a substance. Group 
I claims recite a "pharmaceutical composition for treatment of heart disease based on 
cardiac hypertrophy comprising as its active ingredient a substance that acts on the 
natriuretic peptide receptor, guanilyl cyclase A, and is able to accelerate production of 
cyclic guanosine monophosphate." Group II claims a "method for treatment of heart 
disease based on cardiac hypertrophy comprising administrating a substance that acts on the 
natriuretic peptide receptor, guanylyl cyclase A, and is able to accelerate production of 
cyclic guanosine monophosphate, to a subject in a need of such treatment in an amount 
effective for treating said heart disease." Since the Group I and II claims recite a 
"pharmaceutical composition for treatment of heart disease based on cardiac hypertrophy" 
and a "method for treatment of heart disease based on cardiac hypertrophy," respectively, 
which both recite the same substance, the claims are linked "to form a single general 
inventive concept." The "inventive concept" is thus compositions for treatment of, and 
treatment of, heart diseases which are based on cardiac hypertrophy by using a substance 
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which acts on a NP-receptor (GC-A) so as to produce cGMP. This "inventive concept" 
defines the contribution of the claimed invention over the prior art. Unity of invention thus 
exists. 

Moreover, according to the MPEP § 803, a restriction between patentably distinct 
inventions is proper only where there is a serious burden on the Examiner to examine all 
the claims in a single application. This is true even when appropriate reasons exist for a 
restriction requirement. In the present application, it is believed that because there is a 
close relationship between the subject matter of the Group I and II claims, there would be 
no serious burden on the Examiner to both sets of claims at this time. Claims 1-5 and 15- 
19 relate to pharmaceutical compositions comprising a substance that acts on the natriuretic 
peptide receptor, guanylyl cyclase A, and is able to accelerate production of cyclic 
guanosine monophosphate is a natriuretic peptide." Claims 6-14 relate to a method of use 
of the pharmaceutical compositions. In light of the close relationship between the subject 
matter of these two sets of claims, it is respectfully believed that a search directed to the 
claims of Group II, would include a search directed to the subject matter of the claims of 
Group I. Thus, there would be no serious burden on the Examiner to examine all of claims 
1-19 at this time. 

In light of the above, withdrawal of the requirement for restriction between Groups 
I and II is respectfully requested. Such action is believed to be in order. 

Further and favorable consideration of all the claims of record on the merits is 
respectfully requested. 
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In the event that there are any questions relating to this application, it would be 
appreciated if the Examiner would telephone the undersigned attorney concerning such 
questions so that prosecution of this application may be expedited. 

Respectfully submitted, 

Burns, Doane, Swecker & Mathis, L.L.P. 

/ Donna M. Meuth 
^ Registration No. 36,607 
Dawn M. Gardner 
Registration No. 44,118 
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Alexandria, Virginia 22313-1404 
(703) 836-6620 



Date: February 9. 2000 



